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1. Claims 85-87 are under consideration. 

2. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. The rejection of claims 85-87 under 35 U.S.C. 112, first paragraph, as failing to 
comply with' the written description requirement for the reasons elaborated in 
paragraph 6 of the previous Office Action (There is no support in the specification as 
originally filed for the method of claim 85 wherein the limitation that the analog is made 
by molecular biological means is absent. The claims encompass a method wherein the 
molecule is made by chemical synthetic means and this is not disclosed in the 
specification as originally filed.) is withdrawn in view of the amended claims. 

4. Claims 85-87 stand rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. Applicants arguments have been considered 
and deemed not persuasive. 

The specification does not provide adequate written description of the claimed 
invention. The legal standard for sufficiency of a patent's (or a specification's) written 
description is whether that description "reasonably conveys to the artisan that the 
inventor had possession at that time of the. . .claimed subject matter", Vas-Cath, Inc. 
V. Mahurkar, 19 U.S.P.Q.2d 1111 (Fed. Or. 1991). In the instant case, the specification 
does not convey to the artisan that the applicant had possession at the time of 
invention of the claimed invention. 

The instant claims encompass a method that uses a mutant analogue peptide wherein 
the analogue peptide has a substituted foreign immunodominant T cell epitope with 
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the functional properties recited in the claim. Whilst the specification discloses a 
particular example of a particular molecule with a particular substitution which 
apparently has the properties recite in the claims, the claims encompass a vast 
collection of mutant molecules with the properties recited in the claims that are not 
disclosed in the specification. It is unpredictable as to what particular substitutions can 
be made to any particular molecule and result in a mutant analogue molecule with the 
functional attributes recited in the claims. 

In view of the aforementioned problems regarding description of the claimed 
invention, the specification does not provide an adequate written description of the 
invention claimed herein. See The Regents of the University of California v. Eli Lilly and 
Company, 43 USPQ2d 1398, 1404-7 (Fed. Cir. 1997). In University of California v. Eli 
Lilly and Co., 39 U.S.P.Q.2d 1225 (Fed. Cir. 1995) the inventors claimed a genus of DNA 
species encoding insulin in different vertebrates or mammals, but had only described a 
single species of cDNA which encoded rat insulin. The court held that only the nucleic 
acids species described in the specification (i.e. nucleic acids encoding rat insulin) met 
the description requirement and that the inventors were not entitled to a claim 
encompassing a genus of nucleic acids encoding insulin from other vertebrates, 
mammals or humans, id. at 1240. In the instant case, the facts are similar to those 
disclosed in University of California v. Eli Lilly and Co. The Federal Circuit has held that 
if an inventor is "unable to envision the detailed constitution of a gene so as to 
distinguish it from other materials. . .conception has not been achieved until reduction 
to practice has occurred", Amgen, Inc. v. Chugai Pharmaceutical Co, Ltd., 18 
U.S.P.Q.2d 1016 (Fed. Cir. 1991). Attention is also directed to the decision of The 
Regents of the University of California v. Eli Lilly and Company (CAFC, July 1997) 
wherein is stated: The description requirement of the patent statute requires a 
description of an invention, not an indication of a result that one might achieve if one 
made that invention. See In re Wilder, 736 F.2d 1516, 222 USPQ 369, 372-373 (Fed. 
Cir. 1984) (affirming rejection because the specification does "little more than outlin[e] 
goals appellants hope the claimed invention achieves and the problems the invention 
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will hopefully ameliorate.")- Accordingly, naming a type of material generally known to 
exist, in the absence of knowledge as to what that material consists of, is not a 
description of that material. Thus, as we have previously held, a cDNA is not defined or 
described by the mere name "cDNA," even if accompanied by the name of the protein 
that it encodes, but requires a kind of specificity usually achieved by means of the 
recitation of the sequence of nucleotides that make up the cDNA. See Hers, 984 F.2d 
at 1171, 25 USPQ2d at 1606. 

Regarding applicants comments, the instant claims encompass a method that 
uses a mutant analogue peptide wherein the analogue peptide has a substituted foreign 
immunodominant T cell epitope with the functional properties recited in the claim. 
Whilst the specification discloses a particular example of a particular molecule with a 
particular substitution which apparently has the properties recite in the claims, the 
claims encompass a vast collection of mutant molecules with the properties recited in 
the claims that are not disclosed in the specification. It is unpredictable as to what 
particular substitutions can be made to any particular molecule and result in a mutant 
analogue molecule with the functional attributes recited in the claims. In University of 
California v. Eli Lilly and Co., 39 U.S.P.Q.2d 1225 (Fed. Cir. 1995) the inventors claimed 
a genus of DNA species encoding insulin in different vertebrates or mammals, but had 
only described a single species of cDNA which encoded rat insulin. The court held that 
only the nucleic acids species described in the specification (i.e. nucleic acids encoding 
rat insulin) met the description requirement and that the inventors were not entitled to 
a claim encompassing a genus of nucleic acids encoding insulin from other vertebrates, 
mammals or humans, id. at 1240. In the instant case, the facts are similar to those 
disclosed in University of California v. Eli Lilly and Co. The Federal Circuit has held that 
if an inventor is "unable to envision the detailed constitution of a gene so as to 
distinguish it from other materials. . .conception has not been achieved until reduction 
to practice has occurred", Amgen, Inc. v. Chugai Pharmaceutical Co, Ltd., 18 
U.S.P.Q.2d 1016 (Fed. Cir. 1991). Attention is also directed to the decision of The 
Regents of the University of California v. Eli Lilly and Company (CAFC, July 1997) 
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wherein is stated: The description requirement of the patent statute requires a 
description of an invention, not an indication of a result that one might achieve if one 
made that invention. See In re Wilder, 736 F.2d 1516, 222 USPQ 369, 372-373 (Fed. 
Cir. 1984) (affirming rejection because the specification does "little more than outlin[e] 
goals appellants hope the claimed invention achieves and the problems the invention 
will hopefully ameliorate."). 

5. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

6. Claims 85-87 stand rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. Applicants arguments have been considered 
and deemed not persuasive. 

Claim 85 is indefinite in the recitation of "the tertiary structure of the pathogenic 
self-protein is essentially preserved" because it is unclear what this means or 
encompasses. It is unclear what changes to the tertiary structure would or would not 
be encompassed by the aforementioned term. For example, it is unclear if this term 
encompasses changes at the physical/chemical level (eg. crystal structure) or simply 
functional changes (eg. still immunogenic antigen as evidenced by antibody binding by 
antibodies specific for unmodified antigen). If the term is interpreted as encompassing 
changes at the physical/chemical level, it is unclear as to what deviations from the 
normal crystal structure would or would not be encompassed by the term "essentially 
preserve the overall tertiary structure". 

Regarding applicants comments, it is unclear what changes to the tertiary structure 
would or would not be encompassed by the aforementioned term. For example, it is 
unclear if this term encompasses changes at the physical/chemical level (eg. crystal 
structured) or simply functional changes (eg. still immunogenic antigen as evidenced by 
antibody binding by antibodies specific for unmodified antigen). If the term 
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is interpreted as encompassing changes at the physical/chemical level, it is unclear as 
to what deviations from the normal crystal structure would or would not be 
encompassed by the term "essentially preserve the overall tertiary structure". 
Regarding applicants comments, the MPEP section 2173.02 states: 
Clarity and Precision 

The examiner's focus during examination of claims for compliance with the requirement 
for definiteness of 35 U.S.C. 112, second paragraph is whether the claim meets the 
threshold requirements of clarity and precision, not whether more suitable language or 
modes of expression are available. When the examiner is satisfied that patentable 
subject matter is disclosed, and it is apparent to the examiner that the claims are 
directed to such patentable subject matter, he or she should allow claims which define 
the patentable subject matter with a reasonable degree of particularity and distinctness. 
Some latitude in the manner of expression and the aptness of terms should be 
permitted even though the claim language is not as precise as the examiner might 
desire. Examiners are encouraged to suggest claim language to applicants to improve 
the clarity or precision of the language used, but should not reject claims or insist on 
their own preferences if other modes of expression selected by applicants satisfy the 
statutory requirement. The essential inquiry pertaining to this requirement is whether the 
claims set out and circumscribe a particular subject matter with a reasonable degree of 
clarity and particularity. Definiteness of claim language must be analyzed, not in a 
vacuum, but in light of: 

(A) The content of the particular application disclosure; 

(B) The teachings of the prior art; and 

(C) The claim interpretation that would be given by one possessing the ordinary level 
of skill in the pertinent art at the time the invention was made. 

If the scope of the invention sought to be patented cannot be determined from the 
language of the claims with a reasonable degree of certainty, a rejection of the claims 
under 35 U.S.C. 112, second paragraph is appropriate. In re Wiggins, 488 F r 2d 538, 
179 USPQ 421 (CCPA 1973). 
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In the instant rejection the scope of the invention sought to be patented cannot be 
determined from the language of the claims with a reasonable degree of certainty, It is 
unclear what changes to the tertiary structure would or would not be encompassed by 
the aforementioned term. For example, it is unclear if this term encompasses changes 
at the physical/chemical level (eg. crystal structured) or simply functional changes (eg. 
still immunogenic antigen as evidenced by antibody binding by antibodies specific for 
unmodified antigen). If the term is interpreted as encompassing changes at the 
physical/chemical level, it is unclear as to what deviations from the normal crystal 
structure would or would not be encompassed by the term "essentially preserve the 
overall tertiary structure". Regarding applicants comments, said comments do not 
clarify what the term "essentially preserve the overall tertiary structure" means or 
encompasses. In light of applicants comments it is still unclear what this means or 
encompasses. Regarding applicants comments about said term and preserving B cell 
epitopes, it is unclear what changes to the tertiary structure would or would not be 
encompassed by the aforementioned term. For example, it is unclear if this term 
encompasses changes at the physical/chemical level (eg. crystal structured) or simply 
functional changes (eg. still immunogenic antigen as evidenced by antibody binding by 
antibodies specific for unmodified antigen). If the term is interpreted as encompassing 
changes at the physical/chemical level, it is unclear as to what deviations from the 
normal crystal structure would or would not be encompassed by the term "essentially 
preserve the overall tertiary structure". Regarding applicants comments about what said 
term means, the MPEP section 716.01(c) [R-2] states: 

>H. < ATTORNEY ARGUMENTS CANNOT TAKE THE PLACE OF 

EVIDENCE 

The arguments of counsel cannot take the place of evidence in the record. In re Schulze, 
346 F.2d 600, 602, 145 USPQ 716, 718 (CCPA 1965). Examples of attorney 
statements which are not evidence and which must be supported by an appropriate 
affidavit or declaration include statements regarding unexpected results, commercial 
success, solution of a long-felt need, inoperability of the prior art, invention before the 
date of the reference, and allegations that the author(s) of the prior art derived the 
disclosed subject matter from the applicant. 
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Claim 86 is indefinite in the recitation of "preserve flanking regions" because it is 
unclear what this term means or encompasses. 

Regarding applicants comments, there is no definition of said term in the 
specification and said term has no art recognized meaning. It is unclear as to what 
changes to a molecule would be encompassed by the term under consideration. 
Regarding applicants comments about what said term means, the MPEP section 
716.01(c) [R-2] states: 

>H. < ATTORNEY ARGUMENTS CANNOT TAKE THE PLACE OF 

EVIDENCE 

The arguments of counsel cannot take the place of evidence in the record. In re Schulze, 
346 F.2d 600, 602, 145 USPQ 716, 718 (CCPA 1965). Examples of attorney 
statements which are not evidence and which must be supported by an appropriate 
affidavit or declaration include statements regarding unexpected results, commercial 
success, solution of a long-felt need, inoperability of the prior art, invention before the 
date of the reference, and allegations that the authors) of the prior art derived the 
disclosed subject matter from the applicant. 

Claim 85 is indefinite in the recitation of "pathogenic self-protein " because it is unclear 
what this means or encompasses. Said term is not defined in the specification and has 
no art recognized definition. It is unclear if said term applies to mutant versions of 
normal proteins or normal proteins or normal proteins expressed at abnormal levels or 
normal proteins that contain epitopes that cross react with exogenous pathogenic 
proteins or combinations of the aforementioned. Regarding applicants comments about 
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what that said term means, the MPEP section 716.01(c) [R-2] states: 

>IL < ATTORNEY ARGUMENTS CANNOT TAKE THE PLACE OF 

EVIDENCE 

The arguments of counsel cannot take the place of evidence in the record. In re Schulze, 
346 F.2d 600, 602, 145 USPQ 716, 718 (CCPA 1965). Examples of attorney 
statements which are not evidence and which must be supported by an appropriate 
affidavit or declaration include statements regarding unexpected results, commercial 
success, solution of a long-felt need, inoperability of the prior art, invention before the 
date of the reference, and allegations that the authors) of the prior art derived the 
disclosed subject matter from the applicant 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless -- 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

8. Claims 85 and 86 stand rejected under 35 U.S.C. 102(b) as being anticipated by 
Russell-Jones et al. (WO 92/05192) as evidenced by Dean et al. (US Patent 5,716,596). 
Applicants arguments have been considered and deemed not persuasive. 

Russell-Jones et al. teach T cell epitopes derived from Trat protein (see 
Abstract). Russell-Jones et al. teach Trat T cell epitopes are inserted into proteins, 
wherein the insertion of said peptide increases the antibody response against the 
protein into which Trat has been inserted (see page 4, lines 24-26 and Abstract). 
Russell-Jones et al. teach that the Trat peptide is inserted such that the protein still 
functions as an immunogen. The Trat peptide has been inserted into the immunogen in 
such a manner as to essentially preserve the overall tertiary structure, because the 
ability of the immunogen to function as an immunogen is maintained (see page 8, first 
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complete paragraph). Russell-Jones et al. teach that the Trat modified immunogen can 
be used as a vaccine in a composition containing an adjuvant such as saponin (see 
page 8 and 13). Russell-Jones et al. teach that using recombinant DNA technology that 
Trat peptide can be inserted into the immunogen via substituting Trat peptide for a 
peptide contained in said molecule (see page 32 and page 31, first incomplete 
paragraph). Said insertion would preserve flanking regions on both sides of the Trat T 
cell epitope. Russell-Jones et al. teach that immunogens used in the aforementioned 
vaccines can include self proteins such as luteinizing hormone, somatostatin, inhibin, 
FSH (see page 9 and claim 12). Russell-Jones et al. teach that such vaccines can be 
used in animals and humans. Whilst the term "pathogenic self protein" is indefinite, for 
the purposes of this rejection it will be interpreted as encompassing a normal protein 
related to a disease. Somatostatin is inherently a "pathogenic self protein" in view of its 
art recognized role in a variety of diseases (see Dean et al., column 2, first paragraph 
and column 6, third paragraph from bottom). 

Regarding applicants comments about "self proteins", Russell-Jones et al. teaches that 
the claimed invention can be used as a vaccine in humans (see page 33) and can be 
used to raise antibody responses against such proteins as luteinizing hormone, 
somatostatin, inhibin, FSH (eg. self proteins). Whilst the term "pathogenic self protein" 
is indefinite, for the purposes of this rejection it will be interpreted as encompassing a 
normal protein related to a disease. Somatostatin is inherently a "pathogenic self 
protein" in view of its art recognized role in a variety of diseases (see Dean et al., 
column 2, first paragraph and column 6, third paragraph from bottom). Russell-Jones 
et al. teach that, "The at least one "immunogen" which forms part of the complex is any 
molecule which it is desirable to use to raise an immune response.". Regarding 
applicants comments about somatostatin, there is no evidence of record that the 
invention of Russell-Jones et al. lacks enablement regarding this particular embodiment. 
The prior art is considered enabled in the absence of evidence to the contrary. 
Regarding applicants comments, 
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the MPEP section 716.01(c) [R-2] states: 

>H. < ATTORNEY ARGUMENTS CANNOT TAKE THE PLACE OF 

EVIDENCE 

The arguments of counsel cannot take the place of evidence in the record. In re Schuke, 
346 F.2d 600, 602, 145 USPQ 716, 718 (CCPA 1965). Examples of attorney 
statements which are not evidence and which must be supported by an appropriate 
affidavit or declaration include statements regarding unexpected results, commercial 
success, solution of a long-felt need, inoperability of the prior art, invention before the 
date of the reference, and allegations that the authors) of the prior art derived the 
disclosed subject matter from the applicant. 

Regarding applicants comments, Russell-Jones et al. teach that their invention 
encompasses vaccines for use in animals and humans (see page 33). Russell-Jones et 
al. teach that one such immunogen could include luteinizing hormone or somatostatin or 
FSH or inhibin (see page 9). Said proteins could only be of two different origins (human 
or nonhuman). Thus, based on the disclosure of Russell-Jones et al., one of ordinary 
skill in the art would at once envisage use of human self-protein as a vaccine as per 
page 33 of Russell-Jones. Russell-Jones et al. teach Trat T cell epitopes are inserted 
into proteins, wherein the insertion of said peptide increases the antibody response 
against the protein into which Trat has been inserted (see page 4, lines 24-26, page 31, 
lines 4-8, claim 14 and Abstract). Russell-Jones et al. teach that the Trat peptide is 
inserted such that the protein still functions as an immunogen. Russell-Jones et al. 
teach that the Trat modified immunogen can be used as a vaccine in a composition 
containing an adjuvant such as saponin (see page 8 and 13). Russell-Jones et al. teach 
that using recombinant DNA technology that Trat peptide can be inserted into the 
immunogen via substituting Trat peptide for a peptide contained in said molecule (see 
page 31, first incomplete paragraph and claim 14 wherein the nucleic acid of claim 14 is 
used to recombinantly produce said protein). Russell-Jones et al. teach that 
immunogens used in the aforementioned vaccines can include self proteins such as 
luteinizing hormone, somatostatin, inhibin, FSH (see page 9 and claim 12). 
Russell-Jones et al. teach that such vaccines can be used in animals and humans. 
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9. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented 
and the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 



This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1.56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner 
to consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or 
(g) prior art under 35 U.S.C. 103(a). 

10. Claims 85-87 stand rejected under 35 U.S.C. 103(a) as being unpatentable over 
Russell-Jones et al. (WO 92/05192) in view of Dean et al. (US Patent 5,716,596). 

Russell-Jones et al. teach T cell epitopes derived from Trat protein (see 
Abstract). Russell-Jones et al. teach Trat T cell epitopes are inserted into proteins, 
wherein the insertion of said peptide increases the antibody response against the 
protein into which Trat has been inserted (see page 4, lines 24-26 and Abstract). 
Russell-Jones et al. teach that the Trat peptide is inserted such that the protein still 
functions as an immunogen. The Trat peptide has been inserted into the immunogen in 
such a manner as to essentially preserve the overall tertiary structure, because the 
ability of the immunogen to function as an immunogen is maintained (see page 8, first 
complete paragraph). Russell-Jones et al. teach that the Trat modified immunogen can 
be used as a vaccine in a composition containing an adjuvant such as saponin (see 
page 8 and 13). Russell-Jones et al. teach that using recombinant DNA technology that " 
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Trat peptide can be inserted into the immunogen via substituting Trat peptide for a 
peptide contained in said molecule (see page 32 and page 31, first incomplete 
paragraph). Said insertion would preserve flanking regions on both sides of the Trat T 
cell epitope. Russell-Jones et al. teach that immunogens used in the aforementioned 
vaccines can include self proteins such as luteinizing hormone, somatostatin, inhibin, 
FSH (see page 9 and claim 12). Russell-Jones et al. teach that such vaccines can be 
used in animals and humans. Whilst the term "pathogenic self protein" is indefinite, for 
the purposes of this rejection it will be interpreted as encompassing a normal protein 
related to a disease. Somatostatin is a "pathogenic self protein" in view of its art 
recognized role in a variety of diseases (see Dean et al., column 2, first paragraph and 
column 6, third paragraph from, bottom). Russell-Jones et al. do not teach use of 
immunodominant foreign T cell epitopes derived from diphtheria toxoid. Russell-Jones 
teach that immunodominant foreign T cell epitopes derived from diphtheria toxoid were 
known in the art (see page 4, first paragraph). Russell-Jones et al. teach that diphtheria 
toxoid has already been approved for use as a carrier for human vaccines (see page 
14, fist paragraph). It would have been prima facie obvious to one of ordinary skill in 
the art at the time the invention was made to have created. the claimed invention 
because Russell-Jones et al. teach the claimed method except for use of 
immunodominant foreign T cell epitopes derived from diphtheria toxoid, Russell-Jones 
et al. teach that immunodominant foreign T cell epitopes derived from diphtheria toxoid 
were known in the art and that diphtheria toxoid was already approved as a carrier for 
human vaccines. One of ordinary skill in the art would have been motivated to do so 
because immunodominant foreign T cell epitopes derived from diphtheria toxoid were 
known in the art and diphtheria toxoid was already approved as a carrier for. human 
vaccines. 

Regarding applicants comments about "self proteins", Russell-Jones et al. 
teaches that the claimed invention can be used as a vaccine in humans (see page 33) 
and can be used to raise antibody responses against such proteins as luteinizing 
hormone, somatostatin, inhibin, FSH (eg. self proteins). Russell-Jones et al. teach that, 
"The at least one "immunogen" which forms part of the complex is any molecule which it 
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is desirable to use to raise an immune response.". Regarding applicants comments 
about somatostatin, there is no evidence of record that the invention of Russell-Jones et 
al. lacks enablement regarding this particular embodiment. The prior art is considered 
enabled in the absence of evidence to the contrary. Regarding applicants comments, 
the MPEP section 716.01(c) [R-2] states: 

>n. < ATTORNEY ARGUMENTS CANNOT TAKE THE PLACE OF 

EVIDENCE 

The arguments of counsel cannot take the place of evidence in the record. In re Schulze, 
346 F.2d 600, 602, 145 USPQ 716, 718 (CCPA 1965). Examples of attorney 
statements which are not evidence and which must be supported by an appropriate 
affidavit or declaration include statements regarding unexpected results, commercial 
success, solution of a long-felt need, inoperability of the prior art, invention before the 
date of the reference, and allegations that the authors) of the prior art derived the 
disclosed subject matter from the applicant 

Regarding applicants comments, Russell-Jones et al. teach that their invention 
encompasses vaccines for use in animals and humans (see page 33). Russell-Jones et 
al. teach that one such immunogen could include luteinizing hormone or somatostatin or 
FSH or inhibin (see page 9). Said proteins could only be of two different origins (human 
or nonhuman). Thus, based on the disclosure of Russell-Jones et al., one of ordinary 
skill in the art would at once envisage use of human self-protein as a vaccine as per 
page 33 of Russell-Jones. Russell-Jones et al. teach Trat T cell epitopes are inserted 
into proteins, wherein the insertion of said peptide increases the antibody response 
against the protein into which Trat has been inserted (see page 4, lines 24-26, page 31, 
lines 4-8, claim 14 and Abstract). Russell-Jones et al. teach that the Trat peptide is 
inserted such that the protein still functions as an immunogen. Russell-Jones et al. 
teach that the Trat modified immunogen can be used as a vaccine in a composition 
containing an adjuvant such as saponin (see page 8 and 13). Russell-Jones et a\. teach 
that using recombinant DNA technology that Trat peptide can be inserted into the 
immunogen via substituting Trat peptide for a peptide contained in said molecule (see 
page 31, first incomplete paragraph and claim 14 wherein the nucleic acid of claim 14 is 
used to recombinant^ produce said protein). Russell-Jones et al. teach that 
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immunogens used in the aforementioned vaccines can include self proteins such as 
luteinizing hormone, somatostatin, inhibin, FSH (see page 9 and claim 12). 
Russell-Jones et al. teach that such vaccines can be used in animals and humans. 

One of ordinary skill in the art would have been motivated to combine the 
aforementioned teachings because immunodominant foreign T cell epitopes derived 
from diphtheria toxoid were known in the art and diphtheria toxoid was already 
approved as a carrier for human vaccines. Furthermore, in the post KSR Int'l Co. v. 
Teleflex Inc. universe, motivation per se is not even required in a rejection under 35 
USC 103. In KSR Int'l Co. v. Teleflex Inc.. 550 U.S. m. 2007 WL 1237837. at "13 (2007) 
it was stated that "if a technique has been used to improve one device, and a 
person of ordinary skill in the art would recognize that it would improve similar 
devices in the same way, using the technique is obvious unless its actual 
application is beyond his or her skill". 

11. No claim is allowed. 

12. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 . 1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

13. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ron Schwadron, Ph.D. whose telephone number is 571 
272-0851. The examiner can normally be reached on Monday-Thursday 7:30-6:00 pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christina Chan can be reached oh 571 272-0841. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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